FOOD AND DRUG ADMINISTRATION
Center for Tobacco Products (CTP)

Tobacco Products Scientific Advisory Committee (TPSAC)

Food and Drug Administration Headquarters — White Oak Building 31
10903 New Hampshire Avenue, Silver Spring, MD 20993

The committee will (1) receive an update on the Menthol Report Subcommittee and (2) receive and discuss
presentations regarding the data requested by the committee at the March 30 and 31, 2010, meeting of the
Tobacco Products Scientific Advisory Committee.

January 10, 2011

8:00 Call to Order Jonathan M. Samet, M.D., M.S.
Chair, TPSAC
8:05 Conflict of Interest Statement Caryn Cohen, M.S.

Designated Federal Official, CTP
8:10 Introduction of Committee Members

8:15 FDA presentation: Corinne Husten, M.D., M.P.H.
Menthol Report CTP
8:30 Menthol Modeling Schema David Mendez, Ph.D.

Associate Professor
Department of Health Management & Policy
University of Michigan School of
Public Health
9:00 Break

9:15-11:15 Presentations on Request for Submissions Related to Menthol:

Dose-related Interactions between Menthol and Richard O’Connor, Ph.D.

Nicotine Roswell Park Cancer Institute
Impact of Menthol on the Neurobiology of Hernan Navarro, Ph.D.
Tobacco Dependence RTI International
Comparative Rates of Initiation James Hersey, Ph.D.

RTI International

Rates of Switching Eric Johnson, Ph.D.
RTI International

Rates of Cessation Andrew Hyland, Ph.D.
Roswell Park Cancer Institute

11:15 Committee Discussion

12:00 Lunch
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1:00

2:00
3:00
4:00

Presentation:

Contraband and Menthol

Committee Discussion
Open Public Hearing

Committee Discussion

5:00 Adjourn

January 11, 2011

8:00

8:05

8:10

8:15

10:00

11:30
12:00
1:00
4:30

5:00

Call to Order

Conflict of Interest Statement

Introduction of Committee Members

Michael G. Hering, J.D.

Deputy Chief Counsel —

MSA Payments, Tobacco Project
National Association of
Attorneys General

Jonathan M. Samet, M.D., M.S.
Chair, TPSAC

Caryn Cohen, M.S.
Designated Federal Official, CTP

Menthol Report, Chapter Presentations — Chapters 1-4:

Chapters 1 & 2 — Introduction & Evidence
Chapter 3 — Physiological Effects

Chapter 4 — Patterns of Smoking

Jonathan M. Samet, M.D., M.S.
Neal L. Benowitz, M.D.

Patricia Nez Henderson, M.P.H., M.D.

Menthol Report, Chapter Presentations — Chapters 5-7:

Chapter 5 — Initiation, Cessation, & Marketing
Chapter 6 — Risk Factors
Chapter 7 — Public Health Impact
Committee Discussion
Lunch
Committee Discussion
Wrap-up

Adjourn
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Dorothy K. Hatsukami, Ph.D.
Jonathan M. Samet, M.D., M.S.

Mark Stuart Clanton, M.D., M.P.H



